§35.51

(A) Shipping, receiving, and per-
forming related radiation surveys;

(B) Using and performing checks for
proper operation of instruments used
to determine the activity of dosages,
survey meters, and instruments used to
measure radionuclides;

(C) Securing and controlling byprod-
uct material;

(D) Using administrative controls to
avoid mistakes in the administration
of byproduct material;

(E) Using procedures to prevent or
minimize radioactive contamination
and using proper decontamination pro-
cedures;

(F) Using emergency procedures to
control byproduct material; and

(G) Disposing of byproduct material;
and

(2) Has obtained written certifi-
cation, signed by a preceptor Radiation
Safety Officer, that the individual has
satisfactorily completed the require-
ments in paragraph (b)(1) of this sec-
tion and has achieved a level of radi-
ation safety knowledge sufficient to
function independently as a Radiation
Safety Officer for a medical use li-
censee; or

(c) Is an authorized user, authorized
medical physicist, or authorized nu-
clear pharmacist identified on the li-
censee’s license and has experience
with the radiation safety aspects of
similar types of use of byproduct mate-
rial for which the individual has Radi-
ation Safety Officer responsibilities.

§35.51 Training for
medical physicist.
Except as provided in §35.57, the li-
censee shall require the authorized
medical physicist to be an individual
who—

(a) Is certified by a specialty board
whose certification process includes all
of the training and experience require-
ments in paragraph (b) of this section
and whose certification has been recog-
nized by the Commission or an Agree-
ment State; or

(b)(1) Holds a master’s or doctor’s de-
gree in physics, biophysics, radio-
logical physics, medical physics, or
health physics and has completed 1
year of full-time training in thera-
peutic radiological physics and an ad-
ditional year of full-time work experi-

an authorized
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ence under the supervision of an au-
thorized medical physicist at a medical
institution that includes the tasks list-
ed in §§35.67, 35.433, 35.632, 35.633, 35.635,
35.642, 35.643, 35.645, and 35.652, as appli-
cable; and

(2) Has obtained written certification
that the individual has satisfactorily
completed the requirements in para-
graph (b)(1) of this section and has
achieved a level of competency suffi-
cient to function independently as an
authorized medical physicist for each
type of therapeutic medical unit for
which the individual is requesting au-
thorized medical physicist status. The
written certification must be signed by
a preceptor authorized medical physi-
cist who meets the requirements in
§35.51, or, before October 24, 2004,
§35.961, or equivalent Agreement State
requirements for an authorized medical
physicist for each type of therapeutic
medical unit for which the individual
is requesting authorized medical physi-
cist status.
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§35.55 Training for an authorized nu-
clear pharmacist.

Except as provided in §35.57, the li-
censee shall require the authorized nu-
clear pharmacist to be a pharmacist
who—

(a) Is certified as a nuclear phar-
macist by a specialty board whose cer-
tification process includes all of the re-
quirements in paragraph (b) of this sec-
tion and whose certification has been
recognized by the Commission or an
Agreement State; or

(b)(1) Has completed 700 hours in a
structured educational program con-
sisting of both:

(i) Didactic training in the following
areas—

(A) Radiation physics and instrumen-
tation;

(B) Radiation protection;

(C) Mathematics pertaining to the
use and measurement of radioactivity;

(D) Chemistry of byproduct material
for medical use; and

(E) Radiation biology; and

(if) Supervised practical experience
in a nuclear pharmacy involving—

(A) Shipping, receiving, and per-
forming related radiation surveys;
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(B) Using and performing checks for
proper operation of instruments used
to determine the activity of dosages,
survey meters, and, if appropriate, in-
struments used to measure alpha- or
beta-emitting radionuclides;

(C) Calculating, assaying, and safely
preparing dosages for patients or
human research subjects;

(D) Using administrative controls to
avoid medical events in the adminis-
tration of byproduct material; and

(E) Using procedures to prevent or
minimize radioactive contamination
and using proper decontamination pro-
cedures; and

(2) Has obtained written certifi-
cation, signed by a preceptor author-
ized nuclear pharmacist, that the indi-
vidual has satisfactorily completed the
requirements in paragraph (b)(1) of this
section and has achieved a level of
competency sufficient to function inde-
pendently as an authorized nuclear
pharmacist.

§35.57 Training for experienced Radi-
ation Safety Officer, teletherapy or
medical physicist, authorized user,
and nuclear pharmacist.

(a) An individual identified as a Radi-
ation Safety Officer, a teletherapy or
medical physicist, or a nuclear phar-
macist on a Commission or Agreement
State license or a permit issued by a
Commission or Agreement State broad
scope licensee or master material li-
cense permit or by a master material
license permittee of broad scope before
October 24, 2002 need not comply with
the training requirements of §§35.50,
35.51, or 35.55, respectively.

(b) Physicians, dentists, or podia-
trists identified as authorized users for
the medical use of byproduct material
on a license issued by the Commission
or Agreement State, a permit issued by
a Commission master material li-
censee, a permit issued by a Commis-
sion or Agreement State broad scope li-
censee, or a permit issued by a Com-
mission master material license broad
scope permittee before October 24, 2002
who perform only those medical uses
for which they were authorized on that
date need not comply with the training
requirements of Subparts D-H of this
part.

§35.61

§35.59 Recentness of training.

The training and experience specified
in Subparts B, D, E, F, G, H, and J of
this part must have been obtained
within the 7 years preceding the date of
application or the individual must have
had related continuing education and
experience since the required training
and experience was completed.

Subpart C—General Technical
Requirements

§35.60 Possession, use, and calibration
of instruments used to measure the
activity of unsealed byproduct ma-
terial.

(@) For direct measurements per-
formed in accordance with §35.63, a li-
censee shall possess and use instrumen-
tation to measure the activity of un-
sealed byproduct material before it is
administered to each patient or human
research subject.

(b) A licensee shall calibrate the in-
strumentation required in paragraph
(a) of this section in accordance with
nationally recognized standards or the
manufacturer’s instructions.

(c) A licensee shall retain a record of

each instrument calibration required
by this section in accordance with
§35.2060.

§35.61 Calibration of survey instru-

ments.

(a) A licensee shall calibrate the sur-
vey instruments used to show compli-
ance with this part and 10 CFR Part 20
before first use, annually, and fol-
lowing a repair that affects the calibra-
tion. A licensee shall—

(1) Calibrate all scales with readings
up to 10 mSv (1000 mrem) per hour with
a radiation source;

(2) Calibrate two separated readings
on each scale or decade that will be
used to show compliance; and

(3) Conspicuously note on the instru-
ment the date of calibration.

(b) A licensee may not use survey in-
struments if the difference between the
indicated exposure rate and the cal-
culated exposure rate is more than 20
percent.

(c) A licensee shall retain a record of
each survey instrument calibration in
accordance with §35.2061.
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